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Methods Appraisal guidelines for user involvement have been
developed on the basis of available literature and experiences from
studies involving cancer patients and carers in the design and
conduct of research.

Findings Nine appraisal criteria have been developed. Criteria
include issues such as ‘Is the rationale for involving users clearly
demonstrated?’, ‘Is the level of user involvement appropriate?’, ‘Is
the recruitment strategy appropriate?’, and ‘Is the nature of training
appropriate?’

Conclusion Generating and applying guidelines is vital if the impact
of user involvement agenda in health research is to be understood.

lenges the sovereign status of professional exper-
tise and typically generates polarized views, from
Service users are exerting increasing influence  those who view such involvement as a panacea'~
over the conduct of health researchin the UK and  to those who perceive it as a trend that potentially
internationally.! Service user involvement chal-  jeopardizes the integrity of the research process.”
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The Department of Health recently recom-
mended that all health research conducted in the
UK should involve users to comply with prin-
ciples of good research practice, regardless of
methodological background.* Whilst guidelines
have been developed on how to involve users
successfully, little attention has been given to
examining the quality of user involvement in
published studies or funding applications and its
impact on the quality of research.' To address
this gap, we present a framework for assessing
the quality and impact of user involvement in
published research and funding applications.

Background

The growth of user involvement

Surveys published by the Consumers in NHS
Research Support Group in 2001 revealed a
limited involvement of users in UK health
research.®” The Support Group was renamed
‘INVOLVE’ in 2003. Since then there has been a
steady increase in the number of studies
involving users and in the application of par-
ticipatory and user-led approaches in health
research.®?

The revised Research Governance Framework
for Health and Social Care (Department of
Health, 2005) identified user involvement as a
measure of good research practice, stating that
‘Relevant service users and carers, or their rep-
resentative groups, should be involved wherever
possible in the design, conduct, analysis and
reporting of research’.* Similarly the NHS
research ethics application form now requires all
applicants to detail their user involvement
activities, regardless of methodological or disci-
plinary standpoint.'® User involvement is no
longer the preserve of psychosocial research, but
is a requirement of all forms of academic
inquiry, including clinical trials, biomedical
research and surveys. Involving users across this
broad spectrum of research activity necessitates
careful consideration of the rationale for
involvement and the application of appropriate
strategies for user engagement, as discussed later
in this study.
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Drivers for user involvement

There are three principal drivers for user
involvement in research:
1. The political imperative for the engagement of
service users in research

The Department of Health recognized the
value of user involvement in research in the 1991
NHS R&D Strategy and has maintained its
commitment to engaging users.'! The political
imperative can generate problems where
researchers engage with users out of necessity
rather than any real or thoughtful commitment
to user involvement.'?
2. The growth in patient and carer advocacy

Advocates of user involvement argue that
there is an ethical and moral right for patients
and carers to be informed about and engaged in
research activity.'? The influence of patient
advocacy is particularly pronounced in the US
where groups such as the National Breast Can-
cer Coalition have had a direct impact on the
research agenda.'® Similarly, the Alzheimer’s
Society and the Multiple Sclerosis Society in the
UK have been effective in ensuring that service
users are involved extensively in research.'*
3. The academic community

Members of the academic community who
involve users in research are disseminating evi-
dence of the benefits of such engagement.
Advantages of user involvement include engag-
ing with patients and carers in prioritizing topics
for research'>'® and facilitating the implemen-
tation of study findings.'® Much of this evidence
is anecdotal, however, and concerns have been
raised over a lack of empirical evidence for the
impact of user involvement.'

The need for appraisal guidelines

Boote efal’ have published criteria for
successful user involvement in research. These
criteria include the agreement of roles between
users and researchers and appropriate budgeting
for involvement activities.” Whilst these mea-
sures are important, attention also needs to be
given to assessing the influence of user involve-
ment on research quality in published research
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and funding applications.'” Furthermore, an
ideological argument has been proposed that
service user in health research
involving human participants is a moral and
democratic right.'” Sustaining a purely ideolog-
ical approach can lead to tokenism, which
whether inadvertent or deliberate undermines
the real value and impact of appropriate and
well-targeted wuser involvement. Ideological
concerns should not supersede pragmatic con-
siderations. This study argues that service users
should be involved in health research only where
they generate real benefit, and the nature of user
involvement must not be detrimental to either
the user or research quality. There is a need,
therefore, to consider pragmatic issues in order
to ensure that effective involvement practice and
the quality of research are not compromised.
Various strategies have been developed for
assessing research quality. The Critical Appraisal
Skills Programme (CASP) co-ordinated by the
Public Health Resource Unit in Oxford (http://
www.phru.nhs.uk/Pages/PHD/CASP.htm) pro-
vides a useful framework for measuring research
quality. A component of the programme
includes the production of assessment tools
designed to enable readers to assess the quality of
published research. These assessment tools are
developed by a multidisciplinary working group
with appropriate expertise and are then piloted.
Informed by the CASP framework, an
assessment tool has been developed to assess the
quality and impact of user involvement in pub-
lished research and funding applications
(Table 1). The assessment tool has been
designed as a collaborative exercise, bringing
together commissioners of psychosocial research
from Macmillan Cancer Support, researchers
with experience of involving users in research,
and user involvement expertise at a national
level through the National Cancer Research
Initiative Consumer Liaison Group and the UK
Clinical Research Network. In a similar manner
to CASP approach, the assessment tool was
initially designed by combining research evi-
dence with relevant expertise and reflecting on
the application of each criterion to research,
commissioning, and user involvement practice.

involvement

© 2010 University of Southampton.

Research evidence used to inform the assess-
ment criteria included the activities of the two
Macmillan Research Units. The Southampton
Macmillan Research Unit conducted the Mac-
millan Listening Study, a UK wide research
prioritization exercise involving cancer patients
and carers as co-researchers.'®'®!” The Man-
chester Macmillan Research Unit worked
closely with service users to identify research
priorities, which formed the core of their
research programme.?® The assessment tool has
the following applications:

1. A set of guidelines to enable readers to assess
the quality and impact of user involvement in
published studies.

2. A set of guidelines that can be used by
researchers to ensure effective strategies for
user engagement are employed in research.

3. A set of guidelines for use by funding bodies
to enable them to establish principles of
effective user involvement in their own prac-
tice and to assess the quality of user
involvement in applications. This is particu-
larly important as evidence suggests that,
with certain notable exceptions (such as the
MS society, the Medical Research Council
and the Alzheimer’s society), many funding
organizations do not have effective user
involvement processes in place.'*?!

Assessing the quality of research involving
service users

This section provides detail and explanation of
each criterion comprising the tool for assessing
the quality and impact of user involvement in
published research and funding applications
(Table 1). Several issues should be noted to
assist the application of the criteria. First, it is
acknowledged that the term ‘user’ is contentious.
The term ‘user’ here refers to members of the
general public, patients, care-givers, potential
patients and public, community and voluntary
organizations. Whilst the expertise cited to jus-
tify the criteria is derived predominantly from
cancer and palliative care research, the term
‘user’ is used to refer to people engaged in all
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forms of health research. Second, the term
‘researcher’ in Table 1 is used to refer to any
individual engaged in undertaking research
activity, whether they are users or professionals,
unless stated otherwise. For example, the term
‘researcher’ also refers to the user-researchers
who are leading user-controlled research.

Third, no equivalence in the importance of
each criterion is implied. The relative impor-
tance of each criterion is dependent on the
context of its application. For example, when
assessing the quality of user involvement in
research proposals, consideration of the ratio-
nale, and level of user involvement is more
important than dissemination practices, which
can be negotiated after contracting.

Similarly, it could be argued that the rationale
of user involvement is more important than the
quality of training given that training is of little
relevance if service users are involved inappro-
priately. Furthermore, the relevance and appli-
cability of each criterion is also influenced by the
research method and level of involvement.
Hence the training criterion is less relevant
where forms of engagement are limited (e.g.
commenting on information sheets compared
with more developed involvement through
action research).

The relative nature of the criteria demon-
strates certain differences between applying the
assessment tool to research proposals and
applying the tool to published research. When
assessing the quality of user involvement in
funding proposals, the purpose of the criteria is
to indicate the level of skill of the research team
and the quality of the proposed framework for
engaging with users. Hence there is potential for
negotiation during the contracting process and,
indeed, the criteria can be used by the commis-
sioner to monitor the progress of the research in
relation to user involvement. Conversely, there
can be no negotiation once the research has been
completed and published, and hence the criteria
in Table 1 should be used as a one off assess-
ment of the quality of user involvement. In this
regard, the criteria are designed as guidelines to
be applied flexibly to research papers and
applications.
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1. Is the rationale for involving users clearly
demonstrated?

There is often an assumed benefit to user
involvement in research with little consideration
as to why and how patients and carers should be
involved. The emphasis on involving users in
ensuring good research practice and maintaining
ethical standards has tended to result in per-
functory and tokenistic ‘tick-box’ forms of
engagement.'” This can be unsatisfactory for the
service user, who is unclear about their role and
feels poorly consulted, and for the research team
who may not maximize the potential of user
involvement in their study. There may also be a
tendency for funding applicants to play the
‘user-card’ to increase their chances of success.””
Therefore, it is essential for research teams to be
clear about why they wish to involve service
users before approaching patients and carers,
and to make this rationale clear in published
papers and funding applications. Similarly, the
rationale for not involving service users in
research should also be documented.

2. Is the level of user involvement appropriate?

There are numerous strategies for involving
users in research. Hanley ez al.' identified three
levels of user involvement ranging from consul-
tation (asking for users’ views to inform decision
making), through collaboration (sustaining an
active partnership with users throughout the
research process), to user-control (where the
research initiative and decision making lies with
service users rather than professional research-
ers).

It is important that the level of user involve-
ment is appropriate for the aims of the research.
The level of involvement inevitably influences
the nature of the tasks users are expected to
undertake, and these need to be proportionate to
the aims of the study. For example, whilst it may
not be feasible for users to be involved in data
collection or analysis in basic science research, it
may be appropriate to involve them in revising
information sheets or assisting with dissemina-
tion. In addition, service users may be involved
in research at a level that is inappropriately high
(e.g. where data collection in palliative care
research may be too physically demanding). The
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Table 1 Critical appraisal criteria for assessing the quality and impact of user involvement on health research

Research activity Appraisal criteria Write comments here

Planning and project design 1. Is the rationale for involving users clearly demonstrated?

Consider the following:

(@) Have the researchers explained the rationale for user
involvement?

2. Is the level of user involvement appropriate?

Consider the following:

(@) Have the researchers explained and justified the level of user
involvement? (e.g. have they discussed whether the study in-
volves user consultation, user collaboration or user control?)

(b) Have the researchers discussed the nature of tasks users
were asked to perform (e.g. identifying the research question,
selecting the research method, commenting on information
sheets, data collection, data analysis, dissemination?)

Recruitment and training 3. Is the recruitment strategy appropriate?

Consider the following:

(@) Have the researchers explained how users have been
identified?

(b) Have attempts been made to involve a wide cross-section of
interests where appropriate (e.g. ethnic minorities, age,
gender)?

(c) Have the researchers discussed the ‘credentials’ of the
users involved? (E.g. Do the researchers discuss why the
users involved are appropriate to meeting the aims of the
involvement activity?)

4. |s the nature of training appropriate?

Consider the following:

(@) Have the researchers discussed the nature of the training
provided?

(b) Is the nature and extent of the training justified by the
researchers? (e.g. Do the researchers discuss how the training
meets the needs of the users during the course of the study?)

(c) Has an account been given of user involvement training for
professional researchers, where necessary?

Data collection and analysis 5. Has sufficient attention been given to the ethical considerations
of user involvement and how these were managed?

Consider the following:

(@) Do the researchers discuss ethical issues relating to the
involvement of users in research (e.g. fatigue, the emo-
tional demands of data collection)?

(b) Are there any discussions about the management of
ethical issues (e.g. provision of adequate information
about research tasks, peer supervision)?

6. Has sufficient attention been given to the methodological
considerations of user involvement and how these were man-
aged?

Consider the following:

(@) Have the researchers discussed methodological issues
relating to user involvement in research (e.g. potential
impact on the quality of the data)?

(b) Do the researchers discuss how methodological issues
are managed (e.g. how differences in interpretations of
qualitative data are negotiated?)

© 2010 University of Southampton.
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Table 1 (Continued)

Research activity

Appraisal criteria

Write comments here

Dissemination

Evaluation and impact
assessment

7. Have there been any attempts to involve users in the dissem-
ination of findings?
Consider the following:

(@) Have users been involved in the writing of the publica-
tion / funding application?

(b) Have the researchers described how the findings have
been disseminated to participants and service users?

(o) Are findings disseminated appropriately where necessary
(e.g. translation of findings into different languages,
provision of interim findings to participants in receipt of
palliative care)?

8. Has the ‘added-value’ of user involvement been clearly dem-
onstrated?
Consider the following:

(@ Do the researchers discuss what difference involving
users in the design and conduct of the research has
made to the research process? (l.e. Have the researchers
considered whether the study and findings would look
any different if users were not involved?)

(b) Do the researchers support the claims for the benefits of
userinvolvement with examples from the research project?

9. Have there been any attempts to evaluate the user involvement
component of the research?
Consider the following:

(@) Have the researchers discussed the evaluation of the
impact of user involvement on the research project (e.g.
impact on the length of the study, the financial cost of
involvement activities, cost-benefit analyses)?

(b) Do the researchers support claims about the impact of

user involvement with examples from the evaluation?

level and nature of user involvement should be
considered carefully and made explicit.
3. Is the recruitment strategy appropriate?

It is important to understand where and how
service users have been approached. Recruiting
users via inappropriate avenues may generate
undue influence on the nature, direction, and
outcomes of the research process. It has been
suggested that researchers tend to select ‘well
behaved’ users who are unlikely to contradict
their views.> It is necessary therefore that
researchers detail the processes through which
users have been identified, approached and
involved.

Stevens er al.** have commented on the ten-
dency in cancer research to involve service users
from pre-existing support groups. Support
group members, however, may not reflect the

experiences and interests of study participants.
Service users identified through support groups
are typically white, middle-class, middle-aged
people who are urban based, have more com-
mon conditions and are relatively fit. Hence
those from diverse ethnic minority backgrounds,
older or younger people and those with a lower
socio-economic status are likely to be excluded,
as are those from rural locations, those with
rarer conditions or those in the palliative phase
of their illness.>® Attempts must be made there-
fore to involve diverse service users where
appropriate.'® In the Macmillan Listening
Study, for example, there was recognition that
there were no representatives from diverse ethnic
minorities or people receiving palliative care
services at the initial project meeting. Conse-
quently, users from diverse ethnic minority
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backgrounds were specifically approached via
community organizations and users who were in
receipt of palliative care services were approa-
ched through participating hospices to ensure
broad representation was achieved.'!

4. Is the nature of training provided appropriate?

Research activity is often technically demand-
ing, requiring specific skills gained through
experience. It is not surprising therefore that
training should be listed as an important criterion
in assessing success in user involvement.’ It is
essential that the nature of training provided to
service users is developed carefully and made
explicit. It is important to document, for exam-
ple, whether the training provided has been
accredited. How has the training been integrated
into the running of the study? Is the training
flexible and responsive to meet the changing
needs and concerns of users as they gain experi-
ence during the course of a study? Similarly, the
quality of training for professional researchers
concerning user involvement needs to be made
explicit, particularly where the user involvement
expertise of the research team is unclear. This was
noted as an important success criterion for user
involvement by Boote et al.’ User involvement
training for professional researchers has an
impact on the quality of research for, where the
rationale for user involvement is clear, poor
practices of user involvement from the research
team can lead to suboptimal involvement, thus
affecting research quality.

5. Has sufficient attention been given to the ethical
considerations of user involvement and how these
were managed?

Ethical considerations are as important for
service users involved in research as they are to
participants. However, it is surprising that these
concerns are often overlooked. Table 2 illus-
trates the ethical issues collated through our
experience of user involvement in cancer
research. Many of these issues are similar to
those of participants, for example, ensuring
service users are fully informed and are able to
leave the study at any time of their choosing.
Other issues, such as the availability of peer-
supervision or counselling where necessary, are
not specific to user involvement but should be

© 2010 University of Southampton.

Table 2 Ethical considerations of user involvement in
research

1 Are service users fully informed
about the study before agreeing
to be involved?

2 Are service users able
to ‘opt out’ of the study?

3 Are service users well
enough to participate?

4 Are service users over-committed
with other research?

5 How will service users’
details be kept?

6 Will service users’ expenses be
met by the project’s budget?

7 Will service users become distressed
by taking part in research?

8 Will service users be provided with

peer supervision /counselling
support where necessary?

available to all researchers as part of good
research practice. It is necessary for any study to
adhere to principles of good ethical conduct
when involving service users and any ethical
problems that occur and how they are managed
should be documented.

6. Has sufficient attention been given to the
methodological considerations of user involvement
and how these were managed?

Involving service users in research can place
specific methodological demands on the research
process. For example, what are the methodo-
logical issues generated by involving a patient as
an interviewer or focus group moderator who
may know the participant through the clinical
setting? How can fatigue be managed during
data collection to ensure the quality of the data
is not compromised? In research involving
people in receipt of palliative care services, for
instance, it has been shown that a highly col-
laborative approach between user—researchers
and professional researchers can assist in the
management of fatigue.'” This approach
involved strategies such as the use of visual cues
during data collection to indicate where addi-
tional support was required from the profes-
sional researcher.'” These strategies clearly
respond to an ethical requirement as well as
enhancing the quality of data collection.
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Methodological considerations also relate to
data analysis. For example, if patients or carers
are involved in data analysis, then how should
differences occurring between their analysis and
that of the ‘professional’ researcher be managed?
These considerations need to be documented
and reported in research grant applications and
publications."”

7. Has there been any attempt to involve users in
the dissemination of findings?

Disseminating findings to users involved in
research as participants or collaborators is rec-
ommended in the Research Governance Frame-
work for Health and Social Care as a component
of good research practice.* However, it is impor-
tant that findings are provided appropriately. For
example, MacNeil and Fernandez** suggest that
not all participants wish to receive a summary of
findings of research they have been involved in.
Participants from diverse ethnic backgrounds
should have access to findings in their preferred
language where feasible and appropriate. Partic-
ipants near to the end of life may not be alive when
the study finishes, and thus interim findings may
need to be disseminated to this population group
before data analysis is complete."”

The dissemination of findings is also a con-
sideration for editorial committees. It is often a
requirement for journals that accepted papers do
not report data that is already in the public
domain. Given the time it takes for generating,
reviewing, amending, proofing, and printing
papers, it is an important consideration whether
this requirement conflicts with the recommen-
dation that research findings should be made
available to study participants.

8. Has the ‘added-value’ of user involvement been
demonstrated clearly?

It is important that researchers report the
impact user involvement has had on the research
process. Reporting this information is vital as it
enables evidence of the potential benefits and
challenges of involving users to be shared. It has
been shown, however, that researchers under-
report user involvement activity in their publi-
cations.? This is often because user involvement
activity is perceived to be of less importance in a
paper than other concerns. Given the word
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limits imposed by journals, user involvement
activity is therefore more likely to be omitted in
favour of other details. This is significant as not
reporting user-involvement activity limits the
potential of learning from practice.”®

9. Have attempts been made to evaluate the user
involvement component of the research?

As stated previously, evidence on the benefits
of user involvement is often anecdotal with little
attention given to evaluating service user activ-
ity. The effectiveness of how service users have
been identified, trained and supported and the
impact they had on the quality and outcomes of
the research is key if the user involvement agenda
is to be developed and supported in the future. It
is important for such an evaluation to be an
integral part of studies involving service users.

Discussion

The generation of criteria for assessing the qual-
ity and impact of user involvement in research
and funding applications is distinct from similar
activity reported in recent publications. Assess-
ment criteria to date have typically focused on the
quality of user involvement rather than the
impact on the quality of the research.” Boote
et al., for example, developed a range of criteria
for user involvement, including ensuring the roles
of consumers are agreed collectively, ensuring
there is appropriate budgeting, and sustaining
effective communication with service users over
the course of a study. Contrasting criteria
reported in Table 1 with those discussed by Boote
et al.” reveal certain similarities, such as clarity of
the role of the user in research, training for users
and researchers, and dissemination. However,
notable differences also exist. For example, the
rationale for user involvement, the recruitment
strategy, ethical considerations, and an assess-
ment of methodological impact are not cited in
Boote et al.’s criteria.” These differences can be
attributed to a focus on assessing the impact of
user involvement in research and funding appli-
cations is distinct as opposed to defining the
success of user involvement.’

The differences in criteria are more significant
than that of differing aims and objectives.
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The criteria illustrated in Table 1 represent a
particularideological perspective that differs from
the belief that user involvement is a moral and
democratic right regardless of methodological
impact.'"" Many of the criteria discussed in this
study are not relevant for those adopting a dem-
ocratic ideological perspective, where issues of
added value and rationale as defined in Table 1
are redundant. In this regard, the criteria reported
in this study are appropriate for all models of user
involvement — consultative, collaborative, or user
controlled —where such engagement is viewed as a
pragmatic, as opposed to anideological, concern.'
This study presents a series of pragmatic concerns
that have been developed to enhance effective user
involvement practice and the quality of research.

Conclusion

User involvement in research has developed
significantly in recent years. Whilst resistance to
engaging with users remains, user involvement is
now established as a core component of good
practice for all research activity. Responding to
the call for engaging users necessitates the gen-
eration of guidelines for effective involvement
practices. This study develops previous work in
the area by providing guidelines for assessing the
quality and impact of user involvement in pub-
lished studies and funding applications. Exam-
ining the impact of involving users in this
manner is essential if the user involvement
agenda is to be maintained and supported.
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